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Period for Rgpj^^ — 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION " ^ ' 

• fftTsTfirL^^^^^^^^ .n„cev.nt.However..ayarep,be«.ely«,ed 

■ I Ln '^'".^ ^'^^'^^r ^J"*!* ^'^ ""y*- « ™P'y tt'e statutory minimum of thirty (30) days will be considered timelv 

Status 

1)13 Responsive to communication(s) filed on 17 February 2005 . 
2a)n This action is FINAL. 2b)ISI This action is non-final. 

3) 0 Since this application is in condition for allowance except for fomial matters, prosecution as to the merits is 

closed in accordance with the practice under £x parte Quayle, 1935 CD. 11 , 453 O.G. 213. 
Disposition of Claims 

4) S Clalm(s) 32 and 34 is/are pending in the application. 
4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 32 and 34 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing{s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. § 11 9 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 □ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



4) D Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application (PTO-1 52) 

6) □ Other: . 



1) D Notice of References Cited (PTO-892) 

Notice of Drafteperson's Patent Drawing Review (PTO-948) 
Information Disclosure Slftement(s) {PTO-1449 or PTO/SB/08i 
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PTOL-326 (Rev. 1-04) 
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DETAILED ACTION 

1 . Applicant's election of Group IV (claims 32 and 34) in the reply filed on 2/1 7/05 is 
acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). 



Specification 

2. This application contains sequence disclosures that are encompassed by the 
definitions for nucleotide and/or amino acid sequences set forth in 37 CFR 1 .821 {a)1 
and (a)2. However, this application fails to comply with the requirements of 37 CFR 
1 .821 through 1 .825 for the reason(s) set forth below: 

In pages 23, 25, 31-34, nucleic acid sequences are cited without citing their 
corresponding SEQ ID NOs thus failing to comply with sequence rules as summarized 
above. 



Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 32 and 34 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 32 and 34 are indefinite because it is unclear whether the claims are drawn to 
methods of "detecting the presence or absence of an RNA in a biological sample, " as 
recited in the preambles of claims 32 and 34, or to methods that merely require 
"contacting" a sample with a compound, as indicated by the single method step of the 
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claims. These do not make clear how or whether the contacting step actually results in 
"detecting the presence or absence" of RNA. Clarification is required. 

Claim Rejections - 35 USC §112 

5. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

6. Claims 32 and 34 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter, which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

The specification discloses that the oligomeric compounds of the invention can be used 
in diagnostic, therapeutics as research reagents and kits (page 12). The specification 
discloses several examples of how to prepare some of these compounds. However 
there is no guidance as how one of ordinary skill in art will select a specific compounds 
from the one as broadly claimed in claims 32 and 34, for detecting the presence or 
absence of an RNA (any RNA) in a biological sample. One skilled in the art would 
recognize that the efficacy of an oligomeric analog or mimic for these uses depends 
critically on its having suitable conformation and flexibility, and also of its ability to 
penetrate cell membranes; and it is highly unpredictable whether a given 
oligonucleotide or mimic structure will permit binding to the target with high specificity 
and affinity. The efficacy of oligo analogs as hybridizing therapeutic agents depends 
unpredictably on the structures of the oligos. Uhlmann et al. (Chem. Reviews, 1990, 90, 
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pp.544-584) state that modified, nuclease-resistant oligos often have lower affinities for 
their target sequences than do natural DNA or RNA oligos (page 562, right col., 2nd 
paragraph; page 564, first full paragraph), that modified oligos may not penetrate cells 
as well as unmodified oligos (Page 568), and may fail to be taken up and transported 
into the target cells in amount capable of delivering a therapeutic benefits (page 567). 
In view of the breadth of the claims, which encompass an immense number of oligo 
mimic compounds of unknown activity; given that it is impossible to predict which of the 
multitude of oligo mimic structures encompassed by the claims would be able to bind 
successfully to a complementary nucleic acid or to protein with high affinity and 
specificity; and given the lack of guidance in the specification regarding how to select 
which of the specific oligos mimic structures encompassed by the claims could be made 
and used with a reasonable expectation of success, undue experimentation is required 
to make and use the invention as broadly claimed. Further synthesis where Ra = (CH2- 
CH2-Q)x has no guidance in the disclosure as filed and is therefore purely an invitation 
to experiment and therefore has unpredictable result without undue experimentation 
because these substituents will have a formula as follow: 

-CH2-CH2-0-0-C(X)-N(Rib)(Ric). or CH2-CH2-0-N-C(X)-N(Rib)(Ric), for example, and a 
0-0 or 0-N bond is well known to be highly reactive and therefore require detailed 
chemical synthetic procedural guidance to prevent their undesired reaction during 
protection/deprotection reactions. 

Double Patenting 

7. The nonstatutory double patenting rejection is based on a judicially created 
doctnne grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman 1 1 
F.3d 1046. 29 USPQ2d 2010 (Fed. Cir. 1993); In re Long!, 759 F.2d 887 225 ' 
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USPQ 645 (Fed. Cir. 1985); In re Van Ornum. 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorinqton 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). ' 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comolv with 
37 CFR 3.73(b). / k> 

Claims 32 and 34 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-2 of U.S. 
Patent No. 6,803,198 B2. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because they are both claiming a method for 
detecting the presence or absence of an RNA in a biological sample comprising 
contacting said sample with compounds which have identical scope. 



8. No claim is allowed. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jezia Riley whose telephone number is 571-272-0786. 
The examiner can normally be reached on 9:30AM - 5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 571-272-0782. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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